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Tsh™ statutory period for reply is set to expire __3 

THE MAILING DATE OF THIS COMMUNICATIONL ^ ^^^^^ ^^^^^^^ ^ ^^p,^ ^ 

■ ' Z ^:n:fdered rely' .. _ ^..„ ^pply and wi„ expire S,X (6) MONTHS from the .ailing date o, th,s 

. ,f NO period for reply is specified above, vne n.-..tr..... ,„,MnnMFn (35 U S C i 1 33) 

Lrned patent term adjustment. See 37 CFR 1 .704(b). 
Status , »^ ^ onni — 

1 )K Responsive to communication{s) filed on May h 2001 



2a) K This action is FINAL. 



2b) □ This action is non-final. 



Disposition of Claims 
4)K Claim(s) 9- 12 



4a) Of the above, claim (s) 
5)0 Claim (s) _____ 



6)S Claimts) 9-12 

?)□ Claim(s) 

8)n Claims 



is/are pending in the application. 

is/are withdrawn from consideratio 

is/are allowed. 

is/are rejected. 

is/are objected to. 



_ are subject to restriction and/or election requirement 



Application Papers 
9)0 The specification is objected to by the Examiner 



is/are objected to by the Examiner. 

is: do] approved disapproved. 



10)0 The drawlng(s) filed on 

1 1 )□ The proposed drawing correction filed on 

1 2)0 The oath or declaration is objected to by the Examiner. 

nTa :roZ"enf J le o, s ,o, ,o,e„n p„o,^ 35 U.S.C. in 9,.,-... 
alD Ail Some* c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ certified copies of the priority documents have been received in Application 

•see « ,„ac jSSd 0«ic. ac«on = ,1s. o, .^e ce«.e. ™ ' 
,4D Acl<nowled9emen,lsmad.ofeclalmford«nesticprl,,M,vunde,35U.S.C. 119le). 
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DETAILED ACTION 
This application is a rule 371 —ion of PCX application PCW98/00909. 
Claims 1-8 have been canceled. 

New claims 9-12 have been added afd are currency pending in this applicanon. 

Specification 

, A substitme specification, excluding claims, in proper idiomatic English and in compliance 
v^dt 37 CFR 1.52(a) and (b) is required. TT,e substitute specification filed must be accompanied 
by a statement that it contains no new matter. 

The specification appears to be a near literal translation from Japanese. A subsutute 
specification m grammatically correct English is required. 

2 . I„viewoftheamendmentfiledMayl,2001,nooutstandmgrejectionsaremain.ained. 

The following new ground of rejecdon was necessitated by AppUcanfs amendment. 

Claim Rejections - 35 U,S.C. § 112 

J A T T <; r 1 1 2 first oaraeraph, as containing subject matter 

3 Claim 10 is rejected under 35 U.S.C. 1 12, nrsi paragmp , 

whichwasnotdescribedinthespecificafioniusuehawayastor^nably convey toonesbUe^ 
i„ *e relevant art that the invent„r,s). at the time *e application was filed, had possesion of the 

claimed invention. . . , r,vto 7 0 Gv" inlme2of theclaim. 

Claim 10 recites the limitation "m the range of 6.5 Gy to 7.0 Gy m im 
Applicant asserts that support for said amendment is found at page 14, lines 7-16 of the instant 
specification. However,.hediscl„sure.he.recites only doseso,6.5and7.0Gy,notara„geof 

6 5 to 7 0 Further, the specification at page 14, lines 9-1 1 recite "at least 6.5 Gy and ye, 
sublethal dose,preferablyabout7.0Oy."Reeiting"atleast6.5"and"abou.7.0'Moesn. 

support recifing a range of 6.5 to 7.0. The instant specification at no poim dtscloses a range 
6.5 to 7.0 Gy and the recitation thereof therefore constitutes new matter. 
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4 Claims 9-12 are rejected under 35 U.S.C. 1 12, first paragraph, because dre specification, 
^hilebeingenabUngforetfectivelyinducinginvmunColeranceiaamouse. does not reasonably 

provide enablement for larger organ transplant recipients, such as a human. The specificatton 
aoes no, enable any person skilled in the art to which it pertains, or with which it is most nearly 
5 connected, to use die invention commensurate in scope with these claims. 

Briefly the claims are dmwn to the induction of immunotolerance in an organ transplant 
recipient by ir^diating the recipient with at least 6.5 Gy of subledtal irradiation followed by donor 
whole bone marrow infitsion into Ore hepatic portal vein and the organ transplant. Whrle the 
instant specification has clearly enabled the use of at least 6.5 Oy of irradiation in mice for 
,0 effective treatment, the specification lacks ^dance regardingthe level of sublethal radianon 
which would be effective m a human, for example, which is a mammal with a great deal more 
body mass. Clearly, the step of sublethally irradiating the recipient must have some effect upon 
some recipient cell population(s) or cellular process(es). However, the specification fatls to 
disclose any ^e of measurable property or process induced in Ure mouse, such as enhancement 
,5 or .nhibitionotccU proliferation or changes in cytokine levels as examples, other than the end 
result of enhanced graft tolerance. Without such a measurable p^perty which can be correlate 
to level of subleUtal irradiation, it would require an tmdue level of trial and error on dre part of dre 
artisan to practice the invention wid, the only indication of effective radiation being the final 
success or failure of the graft inaproportionofsubieets.l.isno.readilyapparem for themstant 

20 specification Ota. such a determination would be within the purview of Ute onlinary pr— 
to view of the nature of the invention, fte level of experimentation necessary, the hmrt^ 
working examples, the unpredictability of the art, the lack of sufficient guidance m the 
sp^ificafion and flre breadth of the claims, it would take undue trials and errors to practtce the 
claimed invention and this is not sanctioned by the statute. 

25 
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Conclusion 

5. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

5 A shortened statutory period for reply to this final action is set to expire THREE 

MONTHS from the mailing date of this action, hi the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 

10 CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 

however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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6 Papers related to this application may be submitted to i ecmioiogy --f' 
640 by fLunile transmission' Papers should be faxed to Group 1640 via the PTO Fax Center 
located m Crystal Mall 1. Thefaxingof such papers must conform with the notice pub i^^^^ 

the Official Gazette, 1096 OG 30 (November 15, 1989). ^^^^f^ P^^^^^-;^''^^ 

documents to be entered into the record for Art Unit 1644 IS (703)305-3014. ^ ^ . 

'""inquiry concerning this communication or earlier —^^^^^^^^f^ ~ 
should be directed to F. Pierre VanderVegt, whose telephone number is (703)305-6997. The 

ExltnVrcanno^^^^^ 

2001 365-day calender) from 6:30 am to 4:00 pm ET. A message may be left on tiie Examiner s 
voice mail service. If attempts to reach the Examiner by telephone are ^successfiil, the 
Ex^Ss supervisor, Ms. Christina Chan can be reached at (703)308-3973. Any enquiry of a 
LnmTnaLe^ relating to the status of this application should be directed to the Technology 
Center 1600 receptionist, whose telephone number is (703)308-0196. 




F. Pierre VanderVegt, Ph.D. / ]^Aj^/^C^^ 

Patent Examiner l^S'WW^^^^^ 

Technology Center 1600 cnPERVISORY PATENT EXAMINER 

July 11, 2001 GROUP^aeey/^^ 




